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What is a Dietary Supplement?
 Defined in Dietary Supplement Health and

Education Act (DSHEA) of 1994
 Product that supplements the diet and contains
 Vitamin
 Mineral
 Herb

 Amino Acid

 Taken as a tablet, capsule, powder or liquid

Dietary Supplements in the U.S.
 $21 billion in sales in 2006
 29,000 products in 1999
 Used by 20 to 60% of adults in US

Current Dietary Supplement
Regulation:
 Supplements do not require FDA approval*
 Manufacturer responsible for ensuring that

supplement is safe
 FDA must prove a supplement is unsafe before it

can be removed from market
* Except for new dietary ingredients

Dietary Supplement Labels
 Must provide
 List of ingredients
 Serving size
 Active ingredients

 Do not have to provide information on:
 Safety

 Effectiveness
 Possible side effects

Supplements may not claim to:
 Diagnose, prevent, treat or cure a specific disease
 These claims allowed only for substances

classified as drugs
 Drugs must be approved by FDA

before being marketed

Allowable dietary supplement claims
 Health Claims – relationship between nutrient and

disease or condition
 Calcium reduces the risk for osteoporosis
 Requires FDA approval

 Structure/Function Claims – nutrient affects

normal structure or function
 Calcium builds strong bones.
 FDA approval not required

Manufacturer is responsible for
ensuring the safety of supplements
 Problems that have been reported:
 Supplement did not contain dosage on the label
 Wrong herb/plant used to make the supplement
 Supplement contained contaminants from

chemicals, insects or rodents

New regulations for the manufacture of
dietary supplements
 DSHEA of 1994 gave FDA authority to establish

Good Manufacturing Practices (GMPs)
 Ensure identity, purity and strength
 No contamination

 GMPs approved in 2007
 Three year phase-in (2008-2010)

What does an informed consumer
need to know?
 Manufactured correctly
 Contains correct supplement
 Contains dose on label
 Free of contaminants

 Efficacy
 Safety and proper dosing
 Side effects
 Interactions with drugs or supplements

 How to report problems

Online Resources
 Independent testing organizations
 Manufactured correctly
 Natural Standard (subscription)
 Efficacy, safety, side effects, interactions
 Dietary Supplements Labels Database
 Efficacy, safety, side effects, interactions
 Manufactured correctly (if available)
 FDA recalls

Independent Testing Organizations
 Verify the identity and quantity of dietary ingredients
 Ensure that the product does not contain

contaminants
 Do not test efficacy
 United States Pharmacopeia (USP)

 NSF International
 ConsumerLab.com

 United States Pharmacopeia (USP)
 USP Verified supplements listed online
 http://www.usp.org/USPVerified/dietarySupplements/
 NSF International
 NSF Certified supplements listed online
 http://www.nsf.org/consumer/dietary_supplements/
index.asp
 ConsumerLab.com
 Summary online for non-subscribers
 Website difficult to navigate
 http://www.consumerlab.com/

Natural Standard
 Requires subscription
 Collect and synthesize data on complementary and

alternative therapies
 Rate scientific evidence
 A (Strong Scientific Evidence)
 B (Good Scientific Evidence)
 C (Unclear or conflicting scientific evidence)
 D (Fair Negative Scientific Evidence)
 F (Strong Negative Scientific Evidence)

Natural Standard
 Dietary supplement information
 Rate evidence for each use
 Professional and consumer versions
 Dosing
 Safety
 Side effects
 Interactions with drugs or supplements
 References

Dietary Supplements Labels Database
 http://dietarysupplements.nlm.nih.gov/dietary/
 Launched October 2007 by NLM
 > 800 Active Ingredients
 > 2000 Brands

 > 150 Manufacturers
 FDA Warnings and Recalls

Dietary Supplements Labels Database
 Active Ingredients
 Description
 Related Names
 Brands that contain the ingredient
 Fact Sheets (for consumers)
 PubMed searches
• Uses in humans
• Adverse effects
• Mechanism of Action

Dietary Supplements Labels Database
 Brands
 Search by Product Name
 Label information
 Independent testing results (if available)
 Limit search results by ingredients
• No sugar
• No wheat
• Kosher

How do I report problems with
dietary supplements?
 MedWatch – Report adverse events to the FDA
 http://www.fda.gov/medwatch/
 Health professionals
 Consumers
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